Rec'dPCT/PTi 13 . DEC 2004 



PATENT COOPERATION TREA' 

PCX 



IwlPO 



26 JAN 2005 



PCT 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 
Hut 101 



FOR FURTHER ACTION 



See Notification of Transmittal of International Preliminary 
Examination Report (Fomn PCT/IPEA/416) 



International application No. 
PCT/IN 2003/000219 



International filing date iday/monthfyear) 
16 June 2003 (16.06.2003) 



Priority Date {day/month/year) 

20 June 2002 (20.06.2002) 



bitemational Patent Classification (IPC) or national classification and IPC 
PC^: C07J 31/00, 75/00 



Applicant 

SUN PHARMACEUTICAL INDUSTRIES LIMITED 



1 . This international preliminary examination report has been prepared by this International Preliminary Examination Authority 
and is transmitted to the applicant accordmg to Article 36. 



2. This REPORT consists of a total of 



sheets, including fliis cover sheet 



This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70.16 and Section 607 of the Administrative Instructions under the PCT^, 

These aimexes consist of a total of 



3. This report contains indications relating to the following items: 

L 1^ Basis of the opinion 

n. n Priority 

m. ^3 Non-establishnoent of opinion with regard to novelty, inventive step and industridappUcability 

IV. 1^ Lack of unity of invention 

V. 1^ Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 

citations and explanations supporting such statement 

VI. d] Certain documents cited 

VIL Certain defects in tiie international application 

VIII. CZl Certain observations on the international application 
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Basis of the report 



1 , With regard to the elements of the international application:* 
IHI the international application as originally filed 

i I the description: 

. , as originally filed 
. , filed with tiie demand 
, filed with the letter of 




n the claims: 

pages , as originally filed 

pages , as amended (together with any statement) under Article 19 

pages , filed with the demand 

pages , filed witfi ihe letter of ^ 

n the drawings: 

pages , as originally filed 

pages , filed with &e demand 

pages , filed with &e letter of ^ 

the sequence listing part of tihe description: 

pages , as originally filed 

pages , filed with the demand 

pages , filed with the letter of . 



2. With regard to the language^ all the elements marked above were available or furnished to this Authority m the language in 
which the international plication was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language vtdiich is: 

□ the language of a translation furnished for the purposes of intemational search (under Rule 23.1(b)). 
n the language of publication of the intemational application (under Rule 48.3(b)). 

O the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55,3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the intemational application, the intemational 
preliminary examination was carried out on the basis of the sequence listing: 

□ contained in die intemational application in printed foim. 

d] filed together with the intCTnational application in con^uter readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in con^uter readable form 

Q The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
intemational plication as filed has been fiunished. 

□ The statement that &e information recorded in conq)uter readable form is identical to the written sequence listing has 
been furnished. 

The amendments have resulted in the cancellation of: 

I [ the description, pages ^ 

I I the claims, Nos. . 

I I the dmwings, sheets/fig . 

5. Q This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as „originalfy filed" and are not annexed to this report since they do not contain amendments (Rules 70,16 and 
70.17). 

*♦ Any replacement sheet cofitaining such amendments must be referred to under item 1 and annexed to this report 
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IV, Lackof unity of invention 



1. In response to the invitation to restrict or pay additional fees the applicant has: 
I I restricted the claims. 
I I paid additional fees. 
I I paid additional fees under protest 
I I neither restricted nor paid additional fees. 

This Authority found that the requirements of unity of invention is not complied with and chose, according to 
Rule 68.1, not to invite the applicant to restrict or pay additional fees. 



3. This Authority considers that tbe requirements of unity of invention in accoidance with Rules 13.1, 13.2 and 13.3 is 
n complied with. 

not con^lied with for the following reasons: 

As indicated in the search report, the claims include two groups of processes for the 
preparation of fluticasone propionate (Group I, clalnns 1-22, Group II, claims 23-31). Both 
groups of processes comprise the conversion of N,N-dimethylcarbamoylthiocarbonyl 
derivative of formula 3 to obtain fluticasone propionate. Features contributing to the state 
of the art are seen in the use of reagents and reaction conditions, but not in the 
compounds involved in the reaction sequence. Therefore, the two groups of processes 
are not considered to fulfil the requirements of unity according to PCT Rule 13.1 and 13.2. 



4. Consequently, the following parts of die int^national application were the subject of international preliminary examination 
in establishing this opinion: 

1^ all parts. 

I I the parts relating to claims Nos. 
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|V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or Industrial applicability; 
citations and explanations supporting sudi statement 



1. Statement 

Novelty (N) 


Claims 


1-31 


YES 




Claims 




NO 


Inventive step 0S) 


Claims 


1-31 


YES 




Claims 




NO 


1 Industrial applicability QA) 


Claims 


1-31 


YES 




Claims 




NO 


Citations and explanations (Rule 70.7) 



The following documents have been cited in the Search R^oit: 

Dl: WO2001/062722A2 
p2: GB2088877A 
p3: 1L109656A1 

The conversion of N.N-dlmethylcarbamoylthiocarbonyl derivative of formula 3 to obtain 
the conresponding cart)othioic acid derivative 4 is l^nown from D1, but the use of an 
alkali metal carbonate/alcohol system to afford this reaction is not mentioned in D1 . 
Also, the reaction of compound 4 with bromofluoromethane to obtain fluticasone 
I propionate is not described in D1 . 

1 Documents D2 and D3 describe reaction steps which are part of the claimed reaction 
sequences: Document D2 describes the preparation of compound 3 from 
androstadien cariaoxylic acid of fonnula 2, which is part of the reaction sequence 

I according to claims 16 and 23. The use of bromofluoromethane to obtain fluticasone 
propionate is known from D3. 

j None of the cited documents describe or suggest the complete reaction sequences 
according to claims 1 or 23. Therefore, the present application meets the requirements 
of novelty and inventive step. 



Industrial applicability is given. 
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